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Product: Ibuprofen
Batch#:¢100-21012
Manufacturing Date:2

Expiry Date:2026.01.17
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Test Standard: Ep10 . 0
Quantity:960k g
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Specifications

COS covered batch,
CEP 2002-099-Rev 07

Results

Characteristics

, White Crystalline Powder

Conforms

Practically insoluble in wat

er, freely soluble in acetone, in

Solubility methanol and in methylene chloride, [t dissolves in dilute Conforms
solutions of alkalihydroxides and carbonates.
7 : A. Melting Point :75.0—78.0°C 75.5-76.40°C
Identification

C. IR Spectral Match

Conforms

Optical Rotation

-0.05— +0.05°

:’

0.00°

Appearance of Solution

Clear and Colorless

Related Substances

Conforms

2-[3-(2-methylpro
more than 0.15%
2-[4-(2-methylpropano
more than 0.15%

pyD)phenyl]propanoic acid(Impurity,, A):

yDphenyl]propanoic acid(Impurity J): not

not

Not detected

methylphenyl)propanoic acid(Im

0

2-(4- purity D): not
0 0,

more than

2-(4-ethylphen
0.15%

yl)propanoic acid(Impurity N): not

more than

\
2-(4-propylphenyl)propanoic acid; bt more than 0.05%

l

2-(4-butylphenyl)propanoic acid(Impurity B): not
5%

0.0

more than

Not detected
Not detected
0.01%
Not detected

’Any unknown impurity: not more than 0.05% 0.031%
Total impurities: not more than 0.2% 0.09%
Loss on Drying Not More Than 0.5% 0.13%
Sulfated Ash Not More Than 0. 1% 0.01%
Assay(Dry Basis) 98. 5 A1, 0% 99.9% :1
Petroleum ether not more than 250ppm 51ppm
Residual solvents ‘A/Iethanol not more than 3000ppm Not detected

Toluene not more than 890ppm

Not detected

ADDITIONAL TESTS

Bulk Density | 0.25-0.50g/ml | 0.37g/m1
Tapped Density ¥ 1 0.50-0.75g/m1 | 0.60g/mi =
Median Particlg Size 60-90um 70.1lum
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Checked by: %578 Analyst(s): B

Site(s) of production: H
122 Yangwan Road, Jin

uBei Biocause Heilen Pharmaceutical Co.,Ltd.
gmen City, Hubej Province, PR. China 448000



